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ministration  (HCFA),  HEW. 

ACTION:  Final  regulations. 

SUMMARY:  These  regulations  set 
forth  requirements  for  the  coverage 
and  reimbursement  of  rural  health 
clinic  services  under  the  medicare  and 
medicaid  programs.  They  implement 
the  medicaid  provisions  of  the  Rural 
Health  Clinic  Services  Act  of  1977 
(Pub.  L.  95-210)  which  are  effective  on 
July  1,  1978.  They  also  amend  regula¬ 
tions  on  certification  of  rural  health 
clinics  and  coverage  and  reimburse¬ 
ment  of  rural  health  clinic  services 
under  medicare.  The  intent  is  to  in¬ 
crease  the  availability  of  primary  and 
emergency  care  services  in  medically 
underserved  rural  communities  by  ex¬ 
tending  reimbursement  for  services  of 
physician  assistants  and  nurse  practi¬ 
tioners  who  operate  through  the  clinic 
setting. 

EFFECrriVE  DATE:  July  1.  1978. 

FOR  FURTHER  INFORMATION 
CONTACrr: 

Joseph  E.  Dougherty,  202-245-8990 
(Medicaid). 

Lorraine  Kyttle,  301-594-9748  (Cer¬ 
tification). 

Marinos  Svolos,  301-594-9315  (Medi¬ 
care). 

SUPPLEMENTARY  INFORMATION: 
The  Rural  Health  Clinic  Services  Act 
of  1977  extended  medicare  and  medic¬ 
aid  benefits  to  cover  health  care  ser¬ 
vices  furnished  by  clinics  operating  in 
rural  areas  where  access  to  traditional 
physician  care  has  been  difficult.  In 
those  areas,  specifically  trained  prima¬ 
ry  care  practitioners  (typically  called 
physician  assistants  and  nurse  practi¬ 
tioners)  furnish  the  health  care  ser¬ 
vices  needed  by  the  community. 

Pub.  L.  95-210  was  effective  for 
medicare  on  March  1,  1978.  In  order  to 
meet  that  deadline,  we  published  regu¬ 
lations  for  certification  of  rural  health 
clinics  on  February  8,  1978  (43  FR 
5373),  and  for  medicare  coverage  and 
reimbursement  on  March  1,  1978  (43 
FR  8258).  Although  these  were  final 
regulations,  we  provided  opportunity 
for  comment. 

Proposed  regulations  for  medicaid 
were  published  on  March  31,  1978  (43 
FR  13860). 


RULES  AND  REGULATIONS 

Several  changes  have  been  made  in 
the  certification  and  medicare  regula¬ 
tions  and  in  the  medicaid  proposed 
rules.  The  comments  on  the  three  sets 
of  regulations  and  the  changes  made 
are  discussed  below. 

Responses  to  Comments  on 
Certification  of  Clinics 

scope  of  comments 

Sixty  comments  were  received  from 
41  sources,  including  representatives 
of  national,  regional,  and  State  organi¬ 
zations.  Some  expressed  general  satis¬ 
faction  with  the  regulations  and  sug¬ 
gested  no  specific  revisions.  Others 
viewed  them  as  reflecting  concern  for 
quality  health  care  for  rural  medicare 
beneficiaries.  Thirty  comments  con¬ 
cerned  the  definition  of  nurse  practi¬ 
tioner.  The  remaining  30  dealt  with 
the  clinic’s  organizational  structure, 
staffing  and  staff  responsibilities,  and 
the  services  provided  by  the  clinic. 

In  response  to  comments  and  as 
result  of  further  research,  several  revi¬ 
sions  have  been  made  in  the  regula¬ 
tions. 

DISCUSSION  OF  COMMENTS  AND  CHANGES 

1.  Definition  of  nurse  practitioner 

One  commenter  recommended  that 
nurse  practitioner  be  further  defined 
by  adding  the  phrase  “who  holds  a 
baccalaureate  degree  in  nursing.” 
Other  respondents  learned  of  that 
suggestion  and  overwhelmingly  reject¬ 
ed  it.  Many  of  these  supported  the 
concept  of  greater  uniformity  in  the 
programs  to  prepare  nurse  practition¬ 
ers  but  challenged  the  assertion  that 
graduation  from  a  collegiate  nursing 
program  was  a  demonstrated  factor  re¬ 
lated  to  competent  and  quality  per¬ 
formance  as  a  nurse  practitioner.  In 
the  Federal  Register  dated  November 
29,  1977,  we  published  guidelines  for 
nurse  practitioner  programs  in  re¬ 
sponse  to  the  Nurse  Training  Act  of 
1975  (Pub.  L.  94-63).  They  provide  for 
the  “award  of  grants  to  public  and 
nonprofit  schools  of  nursing  •  •  •  for 
the  training  of  nurse  practitioners” 
and  specify  that  such  programs  shall 
be  open  to  registered  nurses  irrespec¬ 
tive  of  the  type  of  school  of  nursing  in 
which  they  received  their  training.  To 
foster  the  training  of  certain  nurse 
practitioners  (those  not  holding  a  bac¬ 
calaureate  degree  in  nursing)  through 
federally  assisted  programs  under  Pub. 
L.  94-63,  and  then  to  deny  reimburse¬ 
ment  for  the  services  of  nurse  practi¬ 
tioner  graduates  would  be  inconsist¬ 
ent. 

The  requirement  of  a  baccalaureate 
degree  in  nursing  has  not  been  added 
to  the  definition  of  nurse  practitioner. 

2.  Definitions  of  physician  and  physi¬ 

cian  assistant 

Several  commenters  suggested  that 
the  definition  of  physician  include  the 


requirement  for  certification  by  the 
appropriate  professional  organization 
as  a  primary  care  physician.  Section 
1861(r)  of  the  Social  Security  Act  de¬ 
fines  the  term  physician  for  medicare 
purposes  generally,  including  for  rural 
health  clinic  services.  Since  this  defini¬ 
tion  does  not  refer  to  particular  physi¬ 
cian  specialties  we  have  not  made  the 
requested  change. 

One  commenter  suggested  that  the 
definition  of  physician  assistant  would 
be  more  technically  correct  if  the 
words  “to  assist  primary  care  physi¬ 
cians”  were  deleted  from  §  481.2(d)(1) 
dealing  with  certification  by  the  Na¬ 
tional  Commission  on  Certification  of 
Physician  Assistants  (NCCPA). 

The  purpose  of  the  phrase  “to  assist 
primary  care  physicians”  is  merely  to 
describe  the  nature  of  the  NCCPA  cer¬ 
tification  as  we  understand  it.  It  does 
not  impose  any  requirements  regard¬ 
ing  the  nature  of  a  physician  assis¬ 
tant’s  current  responsibilities.  We  be¬ 
lieve  this  phrase  is  technically  correct 
and  helps  in  understanding  the  pur¬ 
pose  of  the  certification. 

3.  Organizational  structure,  staffing, 
and  staff  responsibilities 

Although  several  commenters 
agreed  with  the  basic  requirement 
that  the  clinic  be  under  the  medical 
direction  of  a  physician  (§481.7),  a 
larger  number  took  issue  with  the  por¬ 
tion  of  §  481.8(b)  that  requires  the 
physician  to  provide  medical  supervi¬ 
sion  of  the  health  care  staff.  Their 
concern  was  that  this  provision  places 
a  registered  nurse  under  the  direct  su¬ 
pervision  of  the  physician.  The  direc¬ 
tion  and  supervision  that  are  part  of 
the  physician  member’s  responsibility 
pertain  to  the  performance  of  medical 
tasks  by  the  nurse  practitioner  or  phy¬ 
sician  assistant.  The  physician  is  not 
required  to  supervise  those  acts  of  care 
that  a  registered  nurse  is  licensed  to 
perform  independently.  We  believe 
these  statements  reflect  the  intent  of 
the  law  and  can  be  applied  in  a  reason¬ 
able  manner  consistent  with  State  law. 

The  suggestion  was  made  that  we  re¬ 
quire  clinics  to  have  both  nurse  practi¬ 
tioners  and  physician  assistants  on  its 
staff.  The  law  defines  a  rural  health 
clinic  as  a  facility  that  employs  a  phy¬ 
sician  assistant  or  a  nurse  practitioner. 
Since  the  statutory  definition  clearly 
allows  either  a  nurse  practitioner  or  a 
physician  assistant,  the  suggestion  was 
not  accepted. 

One  commenter  expressed  concern 
over  the  provision  (§  481.8(a)(3))  that 
the  physician  assistant  or  nurse  practi¬ 
tioner  member  of  the  clinic’s  staff  may 
be  the  owner  of  the  clinic.  The  con¬ 
cern  was  that  to  permit  a  member  of 
the  clinic’s  staff  who  is  subject  to  the 
medical  direction  of  a  third  party  to 
be  the  owner  could  result  in  a  conflict 
of  interest  and  might  undermine  the 
quality  of  care.  There  is  no  prohibition 
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in  Pub.  L.  95-210  against  ownership  of 
a  rural  health  clinic  by  a  physician  as¬ 
sistant  or  nurse  practitioner  member 
of  the  staff  or  any  other  person.  We 
believe  it  would  be  discriminatory  and 
unreasonably  restrictive  to  use  owner¬ 
ship  as  the  basis  for  denying  certifica¬ 
tion  to  a  clinic  that  meets  all  the  re¬ 
quirements. 

4.  Services  provided  by  the  clinic 

Several  commenters  suggested  speci¬ 
fying  (in  §  481.9)  that  services  must  be 
provided  in  compliance  with  Federal 
and  State  law.  The  section  has  been 
revised  to  specify  compliance  with 
Federal,  State,  and  local  laws. 

One  commenter  suggested  that  the 
regulation  specify  whether  the  listed 
laboratory  services  are  a  required 
minimum  or  the  maximum  allowed. 
The  listed  services  are  not  the  maxi¬ 
mum  allowed.  If  a  rural  health  clinic 
has  qualified  staff  to  provide  addition¬ 
al,  more  specialized  diagnostic  and  lab¬ 
oratory  services,  it  may  provide  them, 
consistent  with  State  and  local  law. 
For  this  reason,  the  listings  begdn  with 
the  terms  '‘These  include”  and  “in¬ 
cluding.”  To  the  extent  that  the  listed 
services  can  be  provided  under  State 
and  local  law.  they  are  the  minimum. 
If  any  of  these  laboratory  services 
cannot  be  provided  at  the  clinic  under 
State  or  local  law,  that  laboratory 
service  is  not  required  for  certification. 

Another  commenter  recommended 
several  deletions  from,  and  restrictions 
to,  the  laboratory  services  described  in 
§  481.9(c)(2),  on  the  basis  that  the 
training  and  experience  available  to 
most  physician  assistants  and  nurse 
practitioners  would  not  qualify  them 
to  perform  and  properly  analyze  the 
results  of  the  tests.  We  believe  the 
listed  laboratory  services  are  essential 
for  the  immediate  diagnosis  and  treat¬ 
ment  of  the  patient,  and  are  frequent¬ 
ly  and  widely  available  in  private  of¬ 
fices  or  clinics  as  an  integral  part  of 
primary  care  practice.  Such  services 
may  be  furnished  in  these  settings  by 
trained  personnel  below  the  level  of 
technologist.  The  stated  legislative 
intent  was  that  a  rural  health  clinic’s 
laboratory  “Shall  be  treated  as  a  phy¬ 
sician’s  office  for  the  purpose  of  licen¬ 
sure  and  meeting  any  health  and 
safety  standards.”  (See  House  Report 
95-790,  95th  Congress,  1st  session  11 
(1977).)  We  believe  the  scope  of  labo¬ 
ratory  services  described  is  consistent 
with  that  intent. 

The  following  changes  have  been 
made  in  response  to  other  comments: 

Section  481.9(c)(2)(iv),  Blood  sugar: 
the  reference  to  “stick  or  tablet 
method  is  acceptable”  is  deleted; 

Section  481.9(c)(2)(vi),  Examination 
of  stool  specimens  for  occult  blood: 
the  reference  to  “pinworm”  is  deleted; 

Section  481.9(c)(2)(ix).  “Test  for  pin- 
worm”  is  added. 

In  addition  to  the  above  changes, 
the  regulations  have  been  revised  as 
follows: 


1.  Section  481.2,  definitions,  has 
been  revised  to  more  clearly  identify 
the  type  of  formal  educational  pro¬ 
gram  covered  by  the  “grandfather” 
clauses  in  §§  481.2(b)(3)  and 
481.2(d)(3).  These  sections  were  in¬ 
tended  to  apply  only  to  formal  educa¬ 
tional  programs  that  specifically  pre¬ 
pare  nurse  practitioners  and  physician 
assistants. 

2.  Section  481.8,  staffing  and  staff 
responsibilities,  has  been  revised  to  in¬ 
corporate  in  the  regulations  a  condi¬ 
tion  that  more  clearly  reflects  the  leg¬ 
islative  intent  of  Pub.  L.  95-210:  to 
extend  medicare  and  medicaid  cover¬ 
age  for  medical  services  furnished  by 
qualified  nurse  practitioners  and  phy¬ 
sician  assistants.  We  have  added  a  new 
paragraph  (a)(6)  to  read  as  follows: 

A  physician,  nurse  practitioner  or  physi¬ 
cian  assistant  is  available  to  furnish  patient 
care  services  at  all  times  the  clinic  operates. 
A  nurse  practitioner  or  physician  assistant 
is  available  to  furnish  patient  care  services 
at  least  60  percent  of  the  time  the  clinic  op¬ 
erates. 

This  clarification  will  assure  that 
rural  health  clinics  will  make  substan¬ 
tial  use  of  the  services  of  nurse  practi¬ 
tioners  and  physician  assistants.  If 
there  is  no  need  for  the  services  of 
nurse  practitioners  and  physician  as¬ 
sistants,  participation  as  a  rural 
health  clinic  would  not  be  appropriate. 
See  House  Report  95-548,  95th  Con¬ 
gress,  1st  session  2,  3  (1977)  and 
Senate  Report  95-425,  95th  Congress, 
1st  session  4  (1977). 

3.  Section  481.9,  provision  of  services 
has  been  revised  to  delete  the  require¬ 
ments  that  the  clinic  provide  services 
to' “persons  of  all  ages.”  This  require¬ 
ment  is  not  contained  in  the  Rural 
Health  Clinic  Services  Act.  Deletion  of 
the  requirement  has  the  effect  of  ex¬ 
tending  participation  in  the  rural 
health  clinic  program  to  clinics  that 
provide  comprehensive  health  care  to 
specific  age  groups.  However,  the  revi¬ 
sion  does  not  alter  the  requirement 
that  clinics  provide  a  broad  range  of 
diagnostic  and  treatment  services  for  a 
variety  of  health  conditions.  Thus,  the 
revision  does  not  extend  coverage  to 
clinics  providing  only  a  specialized 
service,  such  as  family  planning  or 
cancer  screening. 

4.  Section  481.10,  patient  health  rec¬ 
ords,  has  been  revised  in  two  places.  In 
§  481.10(a)(3)(i)  the  reference  to  a  “dis¬ 
charge  sununary,”  has  been  replaced 
by  the  words  “a  brief  summary  of  the 
episode,  disposition,  and  instructions 
to  the  patient,”  (which  more  properly 
applies  to  an  outpatient  setting). 
§  481.10(c)  has  been  revised  to  require 
that  patient  health  records  be  re¬ 
tained  for  at  least  6  years  rather  than 
5.  This  change  brings  the  retention 
period  into  conformity  with  the  Feder¬ 
al  statute  of  limitations  governing  civil 
sanctions. 


Responses  to  Comments  on  Medicare 

Coverage  and  Reimbursement  op 

Rural  Health  Clinic  Services 

scope  of  comments 

Written  comments  were  received 
from  three  national  organizations  and 
several  individuals.  Most  responses 
were  provided  orally,  either  by  tele¬ 
phone  or  in  meetings  convened  to  dis¬ 
cuss  the  regulations.  We  have  careful¬ 
ly  evaluated  all  comments  and  con¬ 
cluded  that  only  a  minor  change  in 
the  medicare  regulations  is  required  to 
conform  them  to  the  changes  made  in 
the  certification  regulations. 

The  comments  and  our  responses  are 
discussed  in  detail  below.  They  are  di¬ 
vided  into  three  groups— general  com¬ 
ments.  not  related  to  any  specific  sec¬ 
tion  of  the  regmlation;  comments  on 
the  coverage  portion  of  the  regula¬ 
tions;  and  comments  on  the  reimburse¬ 
ment  portion  of  the  regulations. 

GENERAL  COMMENTS 

1.  Waiver  of  notice  of  proposed  rule- 
making 

Several  commenters  objected  to  the 
waiver  of  notice  of  proposed  rulemak¬ 
ing. 

Our  decision  to  waive  was  based  on 
three  factors.  First,  the  medicare  pro¬ 
visions  of  the  Rural  Health  Clinic  Ser¬ 
vices  Act  required  medicare  coverage 
beginning  March  1,  1978.  Second,  the 
legislative  history  of  Pub.  L.  95-210  re¬ 
flected  a  congressional  concern  that 
medicare  reimbursement  be  available 
without  delay  to  Appalachian  clinics 
that  were  facing  severe  financial  prob¬ 
lems.  (H.  Rep.  No.  95-548,  95th  Cong., 
1st  sess.  4  (1977);  S.  Rep.  No.  95-425, 
95th  Cong.  1st  sess.  2  (1977).)  Third, 
we  wished  the  services  reimbursable 
imder  the  act  to  be  available  to  pro¬ 
gram  beneficiaries  as  soon  as  possible. 

Since  the  law  was  not  enacted  until 
December  13,  1977,  it  would  not  have 
been  possible  to  have  regulations  in 
place  by  March  1,  1978,  and  also  pub¬ 
lish  a  notice  of  proposed  rulemaking 
with  a  minimum  30-day  comment 
period. 

We  believe  it  was  in  the  public  inter¬ 
est  to  implement  this  new  benefit  on 
March  1,  1978.  It  would  have  been 
unwise  to  embark  on  the  new  program 
without  at  least  a  core  of  regulations 
authorizing  actions  that  must  be  taken 
after  March  1,  1978.  Moreover,  some 
of  those  actions  could  not  be  under¬ 
taken  until  final  regulations  were  pub¬ 
lished. 

We  do  desire  the  benefits  of  public 
participation  to  the  fullest  extent 
practicable  under  the  circumstances. 
Accordingly,  we  did  provide  opportuni¬ 
ty  for  comment  and  have  carefully 
considered  all  responses. 

We  are  committed  to  adopting  new 
reimbursement  regulations.  Our  goal 
is  to  publish  a  notice  of  proposed  rule- 
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naking  by  October  1978.  We  encour¬ 
age  additional  suggestions  in  this  area, 
particularly  as  to  the  basis  of  pay¬ 
ment,  the  method  for  determining 
payment,  and  feasible  incentives  for 
efficient,  cost-effective  operations. 

2.  Intent  of  the  statute 

Several  commenters  took  issue  with 
the  preamble  summary  which  spoke  of 
using  nurse  practitioners  where  there 
is  a  scarcity  of  physicians.  This  section 
was  intended  to  reflect  the  purposes  of 
the  legislation  as  stated  in  the  reports 
of  the  various  congressional  commit¬ 
tees  which  worked  on  the  legislation. 
The  material  in  this  section  was  drawn 
directly  from  these  reports. 

3.  Services  furnished  in  skilled  nursing 

facilities 

One  commenter  suggested  that 
nurse  practitioners  be  reimbursed  for 
services  furnished  in  skilled  nursing 
facilities  (SNP’s)  regardless  of  wheth¬ 
er  they  are  located  in  urban  or  rural 
areas,  possibly  by  requiring  SNF’s  to 
establish  salaried  positions  for  these 
practitioners.  Such  a  provision  would 
go  beyond  what  is  permitted  by  the 
statute.  However,  where  nurse  practi¬ 
tioners  or  physician  assistants  em¬ 
ployed  by  rural  health  clinics  are  per¬ 
mitted  under  applicable  State  law  to 
furnish  services  to  clinic  patients  who 
are  SNF  or  hospital  inpatients,  such 
services  are  covered  as  rural  health 
clinic  services  under  the  regulations. 

4.  Coordination  vnth  existing  medi¬ 
care  requirements  for  providers 

Another  commenter  suggested  that 
permitting  nurse  practitioners  and 
physician  assistants  to  furnish  services 
to  clinic  patients  who  are  inpatients  of 
hospitals  or  SNF’s  would  violate  exist¬ 
ing  regulations  dealing  with  certifica¬ 
tion  of  the  medical  necessity  of  provid¬ 
er  stays  which  the  law  requires  be  per¬ 
formed  by  physicians.  There  is  no  con¬ 
flict.  These  regulations  only  provide 
that  those  services  which  may  be  fur¬ 
nished  by  the  nurse  practitioner  or 
physician  assistant  to  such  inpatients 
will  be  reimbursed. 

5.  Training  for  rural  health  clinics 
staff 

One  commenter  suggested  that  the 
Medicare  Bureau  train  rural  health 
clinics  staffs  on  coverage  and  reim¬ 
bursement  of  services  under  medicare. 
Since  the  inception  of  the  medicare 
program,  the  Department  has, 
through  its  regional  offices,  interme¬ 
diaries,  and  carriers,  furnished  techni¬ 
cal  assistance  to  any  provider  or  sup¬ 
plier  of  services  who  might  require  as¬ 
sistance  in  obtaining  medicare  reim¬ 
bursement  for  services  covered  under 
medicare.  We  are  making  the  same  as¬ 
sistance  available  to  rural  health  clin¬ 
ics.  A  manual  being  developed  for  use 
by  clinics  will  provide  answers  to  most 
questions  which  may  arise. 


COMMENTS  ON  COVERAGE  PROVISIONS 

1.  Distinction  between  nurse  practi¬ 
tioners  and  physician  assistants 

Several  commenters  suggested  that 
distinctions  be  made  between  nurse 
practitioners  and  physician  assistants 
with  respect  to:  (1)  Physician  supervi¬ 
sion  requirement;  and  (2)  the  estab¬ 
lishment  of  a  plan  of  treatment  for 
visiting  nurse  services.  The  first  sug¬ 
gestion  was  to  provide  that  physician 
assistant  services  be  furnished  “under 
the  supervision”  of  a  physician,  while 
nurse  pracJ,itioner  services  be  fur¬ 
nished  “in  consultation  with”  a  physi¬ 
cian.  The  second  suggestion  was  to  bar 
the  physician  extender  from  establish¬ 
ing  a  treatment  plan  for  visiting  nurse 
services.  The  law  does  not  make  such 
distinctions.  It  treats  nurse  practition¬ 
ers  and  physician  assistants  alike  in 
these  two  areas.  For  example,  section 
1861(aa)(l)(C)(ii)  specifically  provides 
that  the  plan  of  treatment  for  visiting 
nurse  services  may  be  established  by  a 
nurse  practitioner  or  a  physician  as¬ 
sistant. 

2.  Amend  definition  of  visiting  nurse 

services 

Several  commenters  suggested  delet¬ 
ing  the  word  “medical”  from 
§  405.2401(b)(19),  the  definition  of  vis¬ 
iting  nurse  services.  This  would  be 
contrary  to  section  1861(aa)(l)  of  the 
law,  which  defines  visiting  nurse  ser¬ 
vices  as  “•  *  •  part-time  or  intermit¬ 
tent  nursing  care  and  related  medical 
supplies  •  •  [Emphasis  added.] 

3.  Qualifications  of  nurse-midwives 

It  was  suggested  that  the  qualifica¬ 
tions  for  nurse-midwives  be  modified 
by: 

•  (a)  Deleting  the  time  specified  for 
academic  training  (1  year)  and  class¬ 
room  instruction  (4  months);  and 

(b)  Eliminating  the  “grandfather” 
provision  that  would  qualify  nurse- 
midwives  who  had  been  practicing 
during  12  of  the  18  months  preceding 
the  effective  date  of  the  certification 
regulations  (February  8,  1978).  The 
purpose  of  the  first  suggested  change 
would  be  greater  flexibility:  A  nurse- 
midwife  might  qualify  on  the  basis  of 
shorter  academic  training.  On  the 
other  hand,  it  was  feared  that  a  nurse- 
midwife  who  did  not  have  adequate 
training  might  qualify  under  the 
“grandfather”  clause. 

The  qualifications  for  nurse-mid¬ 
wives  parallel  those  for  nurse  practi¬ 
tioners.  We  can  find  no  justification 
for  setting  lower  standards  of  formal 
academic  training  for  nurse-midwives 
than  for  other  practitioners  who  pro¬ 
vide  general  or  specialized  primary 
care  services. 

The  “grandfather”  clause  applies  to 
nurse-midwives  as  it  applies  to  nurse 
practitioners  and  physician  assistants. 
Our  intention  is  to  make  the  require¬ 
ments  for  specialized  nurse  practition¬ 


ers  consistent  with  those  for  nurse 
practitioners  and  physician  assistants 
whose  presence  on  the  staff  of  a  clinic 
satisfies  a  requirement  for  certifica¬ 
tion.  In  the  limited  cases  in  which  this 
“grandfather”  clause  applies,  a  nurse- 
widwife  may  substitute  practice  expe¬ 
rience  for  some  formal  education.  The 
type  of  formal  educational  programs 
referred  to  by  the  “grandfather” 
clauses  for  nurse-midwives  and  special¬ 
ized  nurse  practitioners  have  been 
clarified  to  apply  only  to  those  pro¬ 
grams  which  specifically  prepare 
nurse-midwives  and  specialized  nurse 
practitioners. 

COMMENTS  ON  REIMBURSEMENT 
PROVISIONS 

1.  Determination  of  beneficiary  liabili¬ 

ty 

One  commenter  suggested  that  the 
all-inclusive  rate  might  be  inequitable, 
that  a  medicare  beneficiary’s  coinsur¬ 
ance  liability  might  be  higher  for  ser¬ 
vices  furnished  by  a  clinic  with  high 
costs  than  it  would  be  for  identical  ser¬ 
vices  received  from  a  clinic  with  lower 
costs,  or  from  some  other  source. 

Section  405.2410  of  the  regulation 
requires  that  the  beneficiary’s  coinsur¬ 
ance  liability  not  exceed  20  percent  of 
the  clinic’s  reasonable  customary 
charge  for  a  service.  The  all-inclusive 
rate  does  not  affect  the  amount  of  co- 
insurance. 

2.  Review  and  adjustment  of  all-inclu¬ 

sive  rate 

One  commenter  was  concerned  that 
frequent  rate  adjustments  might 
create  difficulties  for  program  plan¬ 
ning  and  budgeting.  It  was  suggested 
that  rates  not  be  changed  during  the 
reporting  year  unless  a  very  substan¬ 
tial  change  in  clinic  costs  occurs.  It 
was  also  suggested  that  the  review  of  a 
clinic’s  rate  not  be  made  more  than 
every  3  months  to  avoid  potential  ha¬ 
rassment. 

Periodic  rate  review  determines 
whether  a  change  in  the  current  rate 
of  payment  is  required  to  reflect  sig¬ 
nificant  variations  (in  the  cost  or  the 
volume  of  services  furnished  by  the 
clinic)  from  the  estimates  made  when 
the  rate  was  determined.  Without  pe¬ 
riodic  rate  adjustment,  there  is  risk  of 
a  large  overpayment  or  underpay¬ 
ment.  We  believe  that  most  clinics 
would  prefer  any  such  surplus  or  defi¬ 
ciency  in  payment  to  be  made  up  by 
rate  adjustment  during  the  reporting 
period  rather  than  by  lump  sum  cor¬ 
rection  at  the  end  of  the  period. 

Although  the  frequency  of  review 
will  be  determined  by  the  interme¬ 
diary,  we  expect  that  they  would  not 
usually  be  required  more  frequently 
than  quarterly. 

3.  Establishment  of  a  "floor  rate" 

One  commenter  suggested  that  a 
“floor  rate”  be  established  as  a  mini- 


FEDERAL  REGISTER,  VOL  43,  NO.  136— FRIDAY,  JULY  14,  1978 


RULES  AND  REGULATIONS 


30523 


mum  all-inclusive  rate  and  that  a 
clinic  with  a  per-visit  cost  at  or  below 
this  rate  be  required  to  report  costs 
only  on  an  annual  basis.  We  ^o  not 
have  sufficient  data  at  this  time  to 
evaluate  or  implement  such  an  ap¬ 
proach.  However,  we  will  consider 
using  a  “floor  rate”  in  this  manner  in 
developing  the  prospective  reimburse¬ 
ment  system. 

4.  Accrual  basis  of  accounting 

One  commenter  objected  to  the  re¬ 
quirement  (§  405.2429(a)(3))  that  fi¬ 
nancial  records  be  maintained  on  the 
accrual  basis  of  accounting.  It  was  sug¬ 
gested  that  clinics  be  permitted  to 
choose  between  accrual  and  cash  basis 
accounting  systems. 

The  regulation  applies  only  to  the 
way  a  clinic  reports  its  costs  for  pur¬ 
poses  of  medicare  (and  medicaid)  reim¬ 
bursement.  It  does  not  dictate  how  a 
clinic  must  maintain  its  internal  ac¬ 
counting  system.  Therefore,  a  clinic 
may  maintain  its  accounting  system 
on  a  cash  basis,  if  it  so  chooses.  The 
accrual  basis  of  accounting  is  required 
to  assure  that  all  clinic  costs  are  recog¬ 
nized  in  the  appropriate  reporting 
period. 

We  do  not  believe  this  requirement 
will  be  unduly  burdensome  for  rural 
health  clinics  that  maintain  cash  basis 
records.  In  most  instances,  these  clin¬ 
ics  will  need  only  to  adjust  a  relatively 
few  items  at  the  end  of  the  reporting 
period.  That  adjustment  need  not 
become  a  part  of  the  clinic’s  formal  ac¬ 
counting  records,  but  may  be  main¬ 
tained  in  supplementary  records. 

5.  Reimbursement  of  provider  clinics 

Section  405.2425  of  the  medicare  reg¬ 
ulations  distinguishes  between  provid¬ 
er  clinics  (those  that  are  part  of  a  hos¬ 
pital,  skilled  nursing  facility,  or  a 
home  health  agency)  and  those  that 
are  independent  of  such  institutions. 
One  commenter  questioned  the  desir¬ 
ability  of  different  methods  of  reim¬ 
bursement  for  these  two  types  of  clin¬ 
ics. 

A  clinic  that  is  an  integral  part  of  an 
institution  is  reimbursed  with  other 
departments  and  components  of  that 
institution,  in  accordance  with  the 
rules  applicable  to  providers  generally. 
It  is  more  efficient,  both  from  the 
stand  point  of  the  intermediary  and 
the  provider,  if  the  provider  clinic  is 
paid  by  the  provider’s  medicare  inter¬ 
mediary  under  the  same  cost  reporting 
and  payment  mechanisms  used  for 
other  components  of  the  institution. 
This  promotes  consistency  and  ration¬ 
ality  in  the  reimbursement  system  by 
treating  all  components  of  the  provid¬ 
er  under  the  same  rules.  In  addition, 
independent  rural  health  clinics  will 
be  paid  by  a  regional  intermediary, 
which  does  not  service  all  providers  in 
its  region.  These  other  providers  are 
serviced  by  different  intermediaries. 


To  require  all  provider  rural  health 
clinics  in  the  region  to  be  paid 
through  the  regional  intermediary 
would  unnecessarily  complicate  the  re¬ 
imbursement  process. 

6.  Future  reimbursement  method 

Section  405.2425(b)(4)  of  the  medi¬ 
care  regulations  specifies  that  the 
present  payment  method  for  inde¬ 
pendent  clinics  will  be  replaced  by  a 
prospective  payment  system  effective 
for  reporting  periods  beginning  after 
March  1,  1980,  at  the  latest.  One  com¬ 
ment  suggested  that  we  might  not 
have  sufficient  data  or  time  to  devise 
and  test  the  prospective  payment 
system  by  the  March  1979  time  goal 
stated  in  the  preamble. 

We  have  received  applications  from 
over  650  facilities  interested  in  being 
certified  as  rural  health  clinics.  We, 
therefore,  believe  that  we  will  have 
sufficient  data  to  develop  a  prospec¬ 
tive  reimbursement  system  and  imple¬ 
ment  it  by  March  1,  1979.  We  intend 
the  method  to  be  flexible  enough  to 
accommodate  changes  as  later  data 
become  available. 

7.  Tests  of  reasonableness  for  rural 
health  clinic  costs  and  utilization 

Section  405.2428  authorizes  screen¬ 
ing  guidelines  to  test  the  reasonable¬ 
ness  of  rural  health  clinic  costs  and  a 
payment  limit. 

One  commenter  suggested  that  sepa¬ 
rate  compensation  and  productivity 
guidelines  be  established  for  nurse 
practitioners  and  physician  assistants. 
The  statute  makes  no  distinction  be¬ 
tween  the  covered  services  of  these 
two  types  of  practitioners.  Further¬ 
more,  although  data  are  available  for 
these  personnel  in  the  aggregate, 
there  is  none  to  support  the  establish¬ 
ment  of  separate  compensation  and 
productivity  guidelines  at  present.  If 
experience  with  rural  health  clinic  re¬ 
imbursement  demonstrates  widespread 
and  significant  differences  in  compen¬ 
sation  and  productivity  of  these  per¬ 
sonnel,  we  will  consider  developing 
separate  guidelines  for  each. 

A  number  of  commenters  suggested 
that  HCFA  provide  advance  notice  of 
the  tests  of  reasonableness  to  be  used 
for  clinic  reimbursement.  We  agree 
and  intend  to  publish  a  Federal  Regis¬ 
ter  notice  formally  announcing  the 
screening  guidelines  and  the  payment 
limit  for  reimbursement  of  independ¬ 
ent  rural  health  clinics.  These  tests 
are  currently  available  to  any  clinic 
through  the  regional  intermediary 
that  services  its  area.  Additional  no¬ 
tices  will  be  published  if  the  tests  of 
reasonableness  are  revised. 

Responses  to  Comments  Received  on 

Medicaid  Coverage  and  Reimburse¬ 
ment 

SCOPE  OF  comments 

Written  comments  were  received 
from  12  State  health  or  welfare  agen¬ 


cies,  3  national  health  organizations,  2 
health  systems  agencies,  2  legal  orga¬ 
nizations,  1  home  health  agency,  1 
doctor,  and  1  State  comptroller. 

Many  comments  requested  clarifica¬ 
tion  or  further  explanation  rather 
than  regulatory  changes.  Some, 
though  addressed  to  the  Medicaid 
Bureau,  actually  involved  policy  con¬ 
tained  in  final  rules  on  certification  of 
rural  health  clinics  or  on  reimburse¬ 
ment  under  medicare.  If  a  question  or 
comment  of  this  type  has  been  fully 
discussed  in  the  preceding  sections,  we 
do  not  discuss  it  here,  unless  it  is  nec¬ 
essary  to  explain  the  interrelationship 
of  the  two  programs. 

coverage  provisions 
General  comments. 

1.  Urban  clinics.  One  commenter 
took  issue  with  the  idea  that  the  Fed¬ 
eral  Government  supported  nurse 
practitioner  services  in  a  rural  setting 
but  not  in  an  urban  setting. 

States  have  always  had  the  option, 
in  accordance  with  their  own  laws,  to 
reimburse  for  nurse  practitioner  ser¬ 
vices  under  medicaid.  (See  42  CFR 
449.10(h)  (6)  and  (9),  which  contain  no 
restriction  as  to  geographic  location). 
However,  the  Rural  Health  Clinic  Ser¬ 
vices  Act  mandates  coverage 'of  nurse 
practitioner  services  as  rural  health 
clinic  services  only  in  rural  areas. 
Therefore,  we  have  no  authority  to 
mandate  payments  to  these  practition¬ 
ers  outside  the  rural  areas. 

2.  References  to  medicare  regula¬ 
tions.  One  commenter  suggested  that 
the  medicare  regulations  which  apply 
to  medicaid  be  repeated  rather  than 
incorporated  by  reference. 

We  believe  that  repetition  is  unnec¬ 
essary.  There  are  already  many  other 
medicare  regulations  incorporated  by 
reference.  The  interrelationship  of  the 
two  programs  is  such  that  interested 
parties  must  be  thoroughly  familiar 
with  the  medicare  regulations  and 
their  applicability  to  medicaid.  The 
Health  Care  Financing  Administration 
will  publish  a  pamphlet  that  will  con¬ 
tain  all  regulations  for  rural  health 
clinics. 

3.  Provider  agreements  and  mainte¬ 
nance  of  records.  One  comment  noted 
that  there  was  no  discussion  of  provid¬ 
er  agreements  or  maintenance  of  rec¬ 
ords.  Current  regulations  at  42  CFR 
450.21  require  that:  (1)  The  State  have 
agreements  with  all  providers,  and  (2) 
the  provider  agree  to  maintain  both 
medical  and  financial  records.  More 
specific  records  maintenance  require¬ 
ments  are  set  forth  in  the  certification 
regulations  and  in  the  medicare  reim¬ 
bursement  regulations.  Regulations  at 
42  CFR  481.10  establish  requirements 
for  maintenance  of  health  records. 
Maintenance  of  financial  records  is  ad¬ 
dressed  in  42  CFR  405.2429. 

These  requirements  apply  to  medic¬ 
aid  rural  health  clinic  participants,  as 
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well  as  medicare  and  have  been  incor¬ 
porated  by  reference  in  the  medicaid 
rural  health  clinic  regulations. 

4.  Most  appropriate  site  for  services. 
One  commenter  suggested  that  we 
issue  policies  to  insure  that  rural 
health  clinic  services  are  performed  at 
the  most  appropriate  site,  so  as  not  to 
create  incentives  or  disincentives  for 
offsite  visits.  We  feel  that  such  guide¬ 
lines  are  unnecessary.  The  appropri¬ 
ateness  of  the  site  at  which  a  service  is 
performed  best  remains  a  matter  of 
professional  judgment. 

Specific  comments 

1.  State  law  regarding  nurse  practi¬ 
tioners  and  physician  assistants.  Sev¬ 
eral  commenters  requested  clarifica¬ 
tion  of  instances  where  State  law  is 
silent  or  vague  on  the  practice  of 
nurse  practitioners  and  physician  as¬ 
sistants.  This  aspect  of  the  rule  was 
Questioned  because  of  the  use  of  the 
word  “permitted”  in  the  proposed  ver¬ 
sion  of  §449.10(b)(2)(ii)  which  man¬ 
dates  rural  health  clinic  services  as  a 
State  plan  requirement  subject  to 
State  law. 

For  clarification  purposes,  we  have 
changed  the  language  of  42  CFR 
449.10(b)(2)(ii)  to  read  as  follows:  “If 
nurse  practitioners  or  physician  assis¬ 
tants  (as  defined  in  481.1  of  this  chap¬ 
ter)  are  not  prohibited  under  State 
law  from  fxmiishing  primary  health 
care,  •  •  •” 

We  do  not  view  this  modification  as 
a  change  in  policy.  Our  position  has 
always  been,  as  first  conveyed  through 
the  preamble  outlining  certification 
requirements,  that  where  State  law  is 
silent  or  vague  on  this  issue,  a  rural 
health  clinic  would  be  certified  in  the 
absence  of  any  “explicit  prohibition” 
against  practice  by  nurse  practitioners 
or  physician  assistants  (see  43  FR  5374 
dated  Fedruary  8,  1978).  If  State  law 
does  not  preclude  the  certification  of 
rural  health  clinics,  the  State  must  in¬ 
clude  rural  health  clinic  services  in  its 
title  XIX  plan  even  though  no  such 
clinics  have  as  yet  been  certified  or 
even  applied  for  certification. 

2.  The  medicaid  effective  date.  One 
commenter  recommended  that  we  not 
consider  a  State  out  of  compliance 
imtil  after  the  first  full  session  of  the 
State  legislature  following  publication 
of  the  proposed  rule  in  situations 
where  a  State  needs  legislation  in 
order  to  amend  its  State’s  plan. 

The  time  limit  of  “first  calendar 
quarter  after  the  close  of  the  first  reg¬ 
ular  session  of  the  State  legislature 
that  began  after  the  date  of  enact¬ 
ment  of  the  act”  is  specified  for  these 
cases  in  the  Rural  Health  Clinic  Ser¬ 
vices  Act.  We  do  not  feel  that  we  can 
administratively  delay  the  effective 
date  specified  in  the  act,  and  there¬ 
fore,  have  not  revised  the  regulation. 

3.  Definitions.  Several  comments 
suggested  that  we  add  definitions  of 


“primary  health  <»re,”  “direct,  person¬ 
al  supervision”;  “commonly  fur¬ 
nished”;  “commonly  rendered”; 
“health  care  staff”;  “which  cannot  be 
self-administered”;  and  “incidental 
though  integral.”  All  except  the  first 
appear  in  §§405.2413  and  405.2415  of 
the  medicare  regulations.  They  have 
been  incorporated  by  reference  to  clar¬ 
ify  medicaid  coverage  of  “services  and 
supplies  that  are  furnished  as  an  inci¬ 
dent  to  professional  services”  under 
§§449.10(b)(2)(ii)(C).  Medicare  wiU  be 
issuing  a  manual  containing  compre¬ 
hensive  instructions  for  independent 
rural  health  clinics.  Examples  of  “inci¬ 
dent  to”  services  and  situations  that 
will  help  to  clarify  these  terms  will 
appear  in  the  general  instructions  sec¬ 
tion  of  this  manual. 

With  respect  to  the  term  “primary 
health  care,”  our  decision  to  leave  it 
undefined  was  more  difficult.  If  we 
define  the  term,  in  detail,  we  run  the 
risk  that  a  question  of  compliance 
with  the  definition  will  arise  whenever 
the  State’s  medical  practice  laws  limit 
the  activities  of  nurse  practitioners 
and  physician  assistants  in  ways  that 
appear  to  restrict  their  delivery  of  pri¬ 
mary  health  care.  We  believe  that  per¬ 
sons  working  in  the  health  field  un¬ 
derstand  the  term.  Therefore,  we  do 
not  anticipate  serious  disagreement  as 
to  whether  a  rural  health  clinic  is  fur¬ 
nishing  primary  health  care. 

4.  Certification  of  clinics.  Several 
commenters  questioned  the  automatic 
certification  of  a  clinic  for  medicaid  if 
a  clinic  is  certified  for  medicare. 

The  law  specifies  that  a  clinic  certi¬ 
fied  for  medicare  is  eligible  for  partici¬ 
pation  in  medicaid.  However,  medicaid 
participation  is  not  automatic  based 
on  a  medicare  certification,  since  the 
clinic  must  sign  a  medicaid  provider 
agreement.  However,  the  State  may 
not  impose  additional  conditions  solely 
directed  at  rural  health  clinics.  Of 
course,  a  clinic  may  choose  not  to  par¬ 
ticipate  in  either  medicare  and  medic¬ 
aid. 

If  a  clinic  chooses  to  apply  for  certi¬ 
fication  to  particpate  only  imder  the 
medicaid  program,  the  clinic  will  be 
surveyed  by  the  same  State  health 
survey  agency  which  would  certify  for 
medicare  and  imder  the  same  criteria. 

A  commenter  questioned  the  need  to 
certify  a  clinic  if  the  medicaid  popula¬ 
tion  in  an  area  was  adequately  served 
by  physicians  even  if  the  entire  popu¬ 
lation  was  underserved.  While  it  is  dif¬ 
ficult  for  us  to  imagine  such  a  situa¬ 
tion,  we  cannot  change  the  regulation 
because  the  statute  defines  under¬ 
served  areas  only  in  terms  of  the  ade¬ 
quacy  of  medical  care  for  the  entire 
population  of  an  area. 

5.  Home  health  agency  shortage 
areas.  One  commenter  complained 
that  the  less  restrictive  criteria  for  the 
delivery  of  visiting  nurse  services  in 
the  home  health  agency  shortage 


areas  may  discourage  the  development 
of  home  health  agenices.  The  less  re¬ 
strictive  requirements  for  visiting 
nurse  services  provided  through  a 
rural  health  clinic  are  based  on  the 
new  law.  The  intent  of  the  less  restric¬ 
tive  requirements  is  to  bring  such  ser¬ 
vices  to  medically  underserved  popula¬ 
tions. 

6.  Visiting  nurse  care.  One  com¬ 
menter  suggested  that  regulations  al¬ 
lowing  physician  assistants  or  nurse 
practitioners  to  establish  ^  plans  of 
nursing  care  conflicted  with  existing 
regulations  governing  intermediate 
care  facilities  that  require  plans  of 
nursing  care  to  be  established  by  a 
physician. 

A  physician  assistant  or  nurse  prac¬ 
titioner  can  establish  a  plan  for  visit¬ 
ing  nurse  care  for  a  patient  in  an  IGF; 
however,  this  is  quite  different  from 
plan  of  care  requirements  provided 
within  the  IGF  and  can  only  be  in  ad¬ 
dition  to,  and  not  in  lieu  of,  the  physi¬ 
cian’s  plan  of  care  requirements. 

IGFs  are  not  excluded  from  the  defi¬ 
nition  of  “place  of  residence”  for  a  ho- 
mebound  individual  who  may  receive 
visiting  nurse  services  under 
§  449.10(b)(2)(ii).  This  was  done  for 
consistency  with  provisions  for  home 
health  services,  which  are  similar  and 
can  be  provided  in  an  IGF.  However,  it 
seems  unlikely  that  visiting  nurse  care 
would  be  required  in  an  IGF. 

7.  “Rural  health  clinic  services"  and 
“any  other  ambulatory  services.  ”  The 
category  “any  other  ambulatory  ser¬ 
vices  furnished  by  a  rural  health 
clinic,”  which  appeared  in  the  pro¬ 
posed  rule  as  part  of  the  definition  for 
coverage  under  rural  health  clinic  ser¬ 
vices  in  §  449.10(b)(2)(ii),  has  been 
given  separate  coverage  under 
§  449.10(b)(2)(iii)  in  the  final  rule.  We 
have  made  this  change  and  several 
other  minor  changes  to  this  section  of 
the  regulation  for  the  purpose  of  es¬ 
tablishing  a  uniform  definition  of 
"rural  health  clinic  services”  under 
both  medicaid  and  medicare.  As  the 
definition  of  rural  health  clinic  ser¬ 
vices  now  reads,  the  types  of  services 
are  the  same  for  both  medicaid  and 
medicare.  However,  the  common  defi¬ 
nition  in  no  way  affects  the  different 
coverage  requirements  under  medic¬ 
aid.  For  example,  a  routine  physical 
would  be  covered  as  a  rural  health 
clinic  service  under  medicaid,  but  not 
under  medicare. 

One  commenter  has  asked  that  we 
clarify  what  a  State  must  cover  under 
the  category  of  “Any  other  ambula¬ 
tory  services.”  We  are  interpreting 
“Any  other  ambulatory  services  •  •  • 
otherwise  included  in  a  State  plan”  to 
mean  those  services  which  are  sepa¬ 
rate  and  distinct  items  of  coverage  in  a 
State  plan. 

For  instance,  if  a  State  plan  elects 
the  option  of  covering  durable  medical 
equipment  and  prosthetic  devices 
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under  §  449.10(b)(12),  the  medicaid 
agency  must  reimburse  for  these  items 
if  they  are  furnished  by  a  rural  health 
clinic  as  “other  ambulatory  services.” 

However,  if  the  clinic  furnishes 
these  items  in  a  State  that  does  not 
cover  these  services  as  a  separate  and 
distinct  item  of  coverage,  the  State  is 
not  obligated  to  pay. 

Comments  also  evidenced  much  con¬ 
cern  as  to  how  early  periodic  screening 
diagnosis  and  treatment  services 
would  be  treated. 

EPSDT  services  that  are  provided  by 
the  clinic’s  physician,  nurse  practition¬ 
er;  physician  assistants  and  other 
health  professionals  who  might  pro¬ 
vide  “incident  to”  services  wUl  be  con¬ 
sidered  as  rural  health  clinic  services. 
Other  EPSDT  services  such  as  services 
provided  by  a  dentist  or  an  optom¬ 
etrist.  would  necessarily  fall  into  the 
category  of  “other  services.” 

Although  EPSDT  is  considered  part 
of  rural  health  clinic  services,  the 
clinic  would  be  required  to  meet  any 
supervision  or  other  requirements  im¬ 
posed  by  the  State  title  XIX  plan  for 
EPSDT  that  are  generally  applicable 
wherever  these  services  are  furnished. 

8.  Clinic  services  versus  rural  health 
clinic  services.  Several  commenters  in¬ 
dicated  their  concern  about  the  rela¬ 
tionship  between  clinic  services  (an  op- 
tional  category  under  42  CFR 
449.10(b)(9))  and  rural  health  clinic 
services.  Specifically,  one  commenter 
suggested  that  States  be  given  the 
option  to  continue  operating  their 
clinics  in  those  medically  underserved 
rural  areas  as  they  always  have  been 
operated,  with  reimbursement  based 
on  present  reimbursement  practices. 

We  cannot  exempt  States  from  a 
statutory  requirement  that  the  plan 
include  rural  health  clinic  services  for 
the  categorically  needy  in  States 
where  nurse  practitioners  and  physi¬ 
cian  assistants  are  not  prohibited. 
Therefore,  there  is  no  option  for  the 
State.  However,  if  a  clixiic  does  not 
seek  certification  as  a  rural  health 
clinic  (even  though  eligible),  and 
wishes  to  continue  as  a  provider  under 
the  “clinic  services”  category  it  may 
do  so.  The  State  must  still  include 
rural  health  clinic  services  in  the  State 
title  XIX  plan  and  cover  any  certified 
rural  health  clinic  that  seeks  this  pro¬ 
vider  coverage. 

9.  Rural  health  clinic  physician  ser¬ 
vices.  Clarification  was  requested  on 
the  definition  of  physician  services  in 
a  rural  health  clinic.  States  must  in¬ 
clude  coverage  of  physician  services  as 
in  449.10(b)(5)  and,  to  the  extent  oth¬ 
erwise  included  in  the  State  plan, 
must  include  coverage  of  the  services 
of  other  practitioners  mentioned  in 
section  1861(r)  of  the  act,  which  de¬ 
fines  a  physician  for  medicare  pur¬ 
poses.  For  example,  if  services  of  a  po¬ 
diatrist  are  included  in  the  plan,  apart 
from  rural  health  clinic  coverage,  the 


State  must  include  podiatrist  services 
as  part  of  rural  health  clinic  services. 

REIMBURSEMENT  PROVISIONS 

Reimbursement  methodology  for  inde¬ 
pendent  rural  health  clinics 

1.  The  NPRM  specified  that  rural 
health  clinic  services  which  are  cov¬ 
ered  under  medicare,  or  are  similar  to 
medicare  services  reimbursed  by  a 
State  under  medicaid,  must  be  paid  on 
the  same  basis  as  medicare  using  the 
rates  calculated  by  medicare  interme¬ 
diaries.  The  proposed  rule  gave  States 
a  number  of  alternatives  for  reimburs¬ 
ing  for  six  specified  services  which  are 
not  covered  by  medicare. 

The  following  proposals  were  re¬ 
ceived: 

1.  All  services  must  be  reimbursed  on 
a  fee  for  service  basis. 

2.  States  should  be  free  to  determine 
reasonable  costs  and  develop  any 
methodology  which  they  feel  appro¬ 
priate. 

3.  All  services  except  for  dental  ser¬ 
vices  must  be  paid  on  an  all  inclusive 
rate.  A  separate  all  inclusive  rate  must 
be  established  for  dental  services. 

4.  “Medicare-like”  services  must  be 
paid  at  the  medicare  rate  and  all  other 
services  must  be  paid  on  a  cost  basis. 

In  addition  a  commenter  questioned 
whether  the  six  identified  medicaid 
services  is  an  exhaustive  listing  of  non¬ 
medicare  services. 

We  have  carefully  considered  these 
comments  and  proposals  and  have 
amended  the  regulation  to  differenti¬ 
ate  between  rural  health  clinic  ser¬ 
vices  and  other  ambulatory  health  ser¬ 
vices  furnished  by  a  rural  health 
clinic.  Rural  health  clinic  services 
must  be  paid  using  the  same  method¬ 
ology  required  for  medicare,  but  a 
State  is  given  a  number  of  alternatives 
with  respect  to  other  ambulatory  ser¬ 
vices. 

These  alternatives  are:  (1)  Pay  for 
these  services  using  the  reimburse¬ 
ment  practice  utilized  in  other  settings 
under  the  State  plan;  (2)  calculate  an 
all  inclusive  encounter  rate  including 
both  rural  health  clinic  services  and 
other  ambulatory  health  services;  or 
(3)  calculate  a  separate  all  inclusive 
rate  for  dental  services  and  pay  for 
the  remaining  ambulatory  health  ser¬ 
vices  under  either  of  the  first  two  re¬ 
imbursement  methods.  This  approach 
eliminates  the  listing  of  the  six  speci¬ 
fied  “medicaid-only  services”  in  the 
NPRM. 

We  believe  this  approach  maximizes 
the  possible  coordination  between 
medicare  and  medicaid  reimbursement 
practices,  while  recognizing  that 
States  include  under  medicaid  a  vari¬ 
ety  of  services  not  covered  by  medi¬ 
care. 

We  chose  not  to  use  the  proposals 
listed  1  and  2  above  because  in  our 
view  they  do  not  comply  with  the  stat¬ 


utory  requirement  that  medicaid  reim¬ 
bursement  follow  the  reimbursement 
regulations  established  by  HEW  for 
medicare  for  like  services.  (See  §2(c) 
of  Pub.  L.  95-210;  §1902(a)(13KP)  of 
the  Social  Security  Act.)  Proposals  3 
and  4  would  have  taken  one  of  the  op¬ 
tions  we  are  offering  States  and  man¬ 
dated  a  single  policy.  They  were  not 
accepted  because  they  unnecessarily 
restricted  State  choices  with  respect  to 
other  ambulatory  services. 

Several  other  comments  were  re¬ 
ceived  raising  concerns  about  the  pro¬ 
posed  methodology.  One  commenter 
was  concerned  because  rural  health 
clinics  could  be  paid  at  a  higher  rate 
than  private  practitioners,  which  will 
cause  private  practitioners  to  drop  out 
of  the  program.  Although  it  is  true 
that  in  some  cases  a  clinic  may  be  re¬ 
imbursed  at  a  higher  rate,  this  result 
was  clearly  intended  by  the  Congress. 
Further,  we  do  not  believe  the  rates  to 
be  paid  using  the  medicare  methodolo¬ 
gy  are  excessive. 

Our  commenter  indicated  that  all  of 
the  methods  of  reimbursement  rely  on 
the  medicare  rate  for  rural  health 
clinic  services  and,  therefore,  they 
may  reflect  inadequate  levels  of^reim- 
bursement.  He  also  stated  that  there  is 
an  erroneous  assumption  that  the 
medicare  rate  will  reflect  the  cost  of 
similar  nonmedicare  services. 

We  believe  the  rate  calculated  by 
medicare  for  rural  health  clinic  ser¬ 
vices  will  adequately  compensate  a 
clinic  for  the  services  provided  by  phy¬ 
sicians,  physician  assistants,  nurse 
practitioners,  and  the  staff  that  sup¬ 
ports  these  professionals.  Reasonable 
costs  of  related  support  services  will 
also  be  included  in  the  cost  rate. 
States  are  free  to  identify  other  ambu¬ 
latory  health  services  not  covered  by 
medicare  for  additional  reimburse¬ 
ment. 

Finally,  a  concern  was  expressed 
that  the  reimbursement  methodology 
should  control  costs  by  encouraging 
efficient  operations  and  should  there¬ 
fore  set  a  ceiling  on  reimbursement 
rates  at  no  more  than  the  75th  percen¬ 
tile  of  the  prevailing  rates  in  the  areas 
for  comparable  services  outside  the 
rural  health  clinic. 

As  previously  indicated,  we  have  set 
limits  and  screens  imder  the  medicare 
methodology  which  we  believe  are  suf¬ 
ficient  to  discourage  inefficient  oper¬ 
ations.  However,  we  certainly  welcome 
ideas  on  how  the  methodology  can  be 
changed  in  the  coming  years. 

2.  Reimbursement  of  provider  clin¬ 
ics.  Several  commenters  suggested 
that  the  regulations  were  not  clear  in 
this  area  because  the  regulations  pro¬ 
vide  that  “provider”  clinics  be  reim¬ 
bursed  on  the  basis  of  a  fixed  rate  per 
visit  as  imder  medicare.  They  recom¬ 
mend  that  the  language  be  changed  to 
show  that  in  such  cases,  reimburse¬ 
ment  is  not  made  at  a  fixed  rate  per 
visit. 
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The  regulations  are  revised  to  show 
that  “provider”  clinics  will  be  reim¬ 
bursed  for  costs  in  accordance  with 
the  cost  principles  and  limitations 
specified  in  42  CFR  part  405,  subpart 
D.  Where  a  State  does  not  reimburse 
“provider”  clinics  in  accordance  with 
these  cost  principles,  it  will  be  neces¬ 
sary  for  the  clinic  to  maintain  the 
medicaid  data  necessary  for  cost  ap¬ 
portionment  purposes. 

One  commenter  also  noted  that  the 
regulations  provide  different  reim¬ 
bursement  for  “provider”  and  “inde¬ 
pendent”  clinics;  provider  clinics  at  a 
cost  rate  per  visit  based  upon  subpart 
D  and  independent  clinics  on  a  cost 
rate  per  visit  under  §  405.2426.  Conse¬ 
quently,  provider  clinics  will  be  reim¬ 
bursed  at  a  more  favorable  rate  that 
approximates  actual  costs,  while  inde¬ 
pendent  clinics  will  be  subject  to  pay¬ 
ment  limitations  and  reimbursement 
on  a  fee-for-service  basis  that  will  pro¬ 
duce  payment  at  less  than  costs.  It  was 
suggested  that  one  method,  based  on 
cost,  with  identical  tests  of  reasonable¬ 
ness,  should  be  applied  for  both. 

There  is  distinction  between  reim¬ 
bursement  methods  to  the  extent  that 
independent  clinics  are  subject  to  spe¬ 
cific  limitations  in  determining  reason¬ 
able  costs.  “Provider”  clinics  are  also 
subject  to  limitations  on  what  consti¬ 
tutes  reasonable  cost  determinations, 
as  provided  for  under  subpart  D,  but 
not  to  the  specific  limitations  for  inde¬ 
pendent  clinics.  As  discussed  in  the 
medicare  preamble,  this  distinction 
promotes  rationality  and  convenience 
in  the  reimbursement  process. 

A  conunenter  stated  that  the  differ¬ 
ent  payment  mechanisms  for  provider 
based  and  independent  clinics  could 
encourage  the  development  of  one 
type  over  another.  The  mechanism 
should  support  rural  hospital  develop¬ 
ment  of  rural  health  clinics  and  also 
the  development  of  riiral  health  clin¬ 
ics  with  alternative  organizational 
frameworks. 

We  recognize  there  is  a  potential  for 
payment  variance.  However,  for  the 
reasons  stated  above,  we  have  retained 
the  distinction.  We  don’t  believe  that 
this  distinction  will  have  a  significant 
impact  on  organizational  structures  of 
clinics,  since  this  payment  methodolo¬ 
gy  will  only  be  used  for  approximately 
2  years. 

3.  Relationship  between  State  agency 
and  medicare  carrier.  One  commenter 
indicated  that  there  is  a  need  for  a 
direct  and  concise  statement  of  the  re¬ 
lationship  among  medicare,  medicaid, 
and  the  carriers,  regarding  coordina¬ 
tion  and  disclosure  of  information. 

The  medicaid  procedures  regarding 
coordination  and  disclosure  of  infor¬ 
mation  will  be  treated  in  subsequent 
guideline  material,  rather  than  being 
included  in  the  regulations. 

One  commenter  noted  that  there  are 
some  legal  questions  about  the  sharing 


of  financial  information  (medicare 
rates  and  report  data)  under  the  Pri¬ 
vacy  Act,  now  being  addressed  by  a 
U.S.  district  court. 

Since  this  regulations  package  does 
not  deal  with  release  of  information  to 
the  public  generally,  these  issues  are 
not  raised. 

Another  commenter  noted  that  the 
regulations  do  not  provide  for  the 
State  to  have  any  audit  authority  over 
the  intermediary’s  rates,  even  though 
the  State  is  responsible  for  spending 
Federal  and  State  fimds.  It  was  sug¬ 
gested  that  this  conflicts  with  one 
State’s  law  which  requires  that  such 
expenditures  be  audited  by  the  Comp¬ 
troller  of  the  Treasury.  Also,  a  ques¬ 
tion  was  raised  whether  States  would 
have  to  pay  the  intermediary  for  ad¬ 
ministrative  costs. 

State  agencies  will  be  allowed  to 
review  the  actions  of  medicare  carri¬ 
ers’  determination  of  interim  reim¬ 
bursement  rates  and  final  cost  rates. 
The  Health  Care  Financing  Adminis¬ 
tration  will  attempt  to  resolve  differ¬ 
ences  of  view  that  may  arise.  The 
State  will  not  be  asked  to  pay  for  the 
administrative  costs  incurred  in  deter¬ 
mining  the  interim  or  final  cost  rates 
by  the  medicare  carrier. 

A  commenter  noted  that  there  is  no 
provision  in  medicare  or  medicaid  reg¬ 
ulations  for  the  involvement  of  the 
medicaid  agency  in  the  cost  settlement 
process.  It  was  also  suggested  that 
either  the  medicare  or  medicaid  regu¬ 
lations  should  provide  for  recordkeep¬ 
ing  to  determine  validity  of  medicaid 
payments. 

Where  cost  is  the  basis  of  medicaid 
reimbursement,  the  medicaid  agency 
or  its  fiscal  agent  will  make  interim 
payments  at  the  rate  established  for  it 
by  the  medicare  carrier.  The  medicare 
carrier  will  also  determine  the  final 
cost  rate,  after  which  the  medicaid 
agency  or  its  fiscal  agent  will  make  a 
cost  settlement  with  the  clinic  for  un¬ 
derpayments  or  overpayments.  The 
medicaid  regulations  now  specifically 
provide  for  recordkeeping  by  reference 
to  42  CFR  405.2429. 

One  commenter  indicated  that  the 
regulations  state  that  the  cost  rates 
are  established  by  the  medicare  inter¬ 
mediary  and  assumes  that  the  State 
agency  may  not  make  other  an^ge- 
ments  for  the  calculation  of  the  cost 
rate.  Therefore,  the  regulations 
should  be  modified  to  state  that  all  ad¬ 
ministrative  costs  to  the  program  in¬ 
curred  by  the  intermediary  be 
matched  at  100  percent  and  the  State 
agency  be  held  harmless  from  any 
audit  exceptions  or  compliance  issues 
resulting  from  errors  or  negligence  by 
the  intermediary  in  determining  the 
rate  and  the  yearend  settlement. 

The  cost  per  visit  rates  will  be  estab¬ 
lished  by  the  medicare  carrier  for  in¬ 
dependent  clinics  and  allowable  costs 
for  provider  clinics  by  the  medicare  in¬ 


termediary  that  serves  the  provider. 
As  stated  previously,  the  State  will  not 
be  assessed  any  charge  for  the  rate 
calculation  or  final  cost  determination. 
Any  adjustments  to  the  rates  deter¬ 
mined  by  the  medicare  intermediary 
or  carrier  will  also  apply  to  medicaid 
and  reimbursement  from  the  State  to 
clinics  must  be  adjusted  accordingly. 

To  the  extent  ‘that  Federal  audits 
result  in  determinations  that  clinics 
were  improperly  paid  we  would  expect 
a  State  to  make  appropriate  adjust¬ 
ments.  We  do  not  foresee  action  by  a 
medicare  carrier  raising  any  issues  of 
compliance  between  a  State  agency 
and  this  Department. 

A  question  was  raised  concerning 
calculation  of  payment  rates  for  rural 
health  clinics  which  choose  to  partici¬ 
pate  in  medicaid  ^ut  not  in  medicare. 
Since  they  are  familiar  with  the  rate¬ 
setting  process  and  the  determination 
of  reasonable  costs  under  part  405, 
subpart  D  of  Federal  regulations, 
medicare  carriers  will  also  determine 
cost  rc^s  and  reasonable  costs  to  be 
paid  by  medicaid  for  these  clinics. 

The  regulations  have  also  been  re¬ 
vised  to  provide  a  definition  of  “visit” 
for  situations  in  which  a  State  elects 
to  reimburse  for  other  ambulatory  ser¬ 
vices  on  the  basis  of  a  rate  per  visit.  It 
is  necessary  to  make  this  distinction 
from  the  medicare  definition  in  42 
CFR  405.2401,  in  order  to  accommo¬ 
date  services  provided  by  professionals 
whose  services  are  reimbursed  under 
State  title  XIX  plans  but  not  by  medi¬ 
care. 

Also,  States  which  choose  to  reim¬ 
burse  for  other  ambulatory  services  on 
a  rate  per  visit  basis  must  advise  the 
medicare  carrier  of  this  choice  and  re¬ 
quire  the  rural  health  clinic  to  provide 
data  necessary  for  the  carrier  to  deter¬ 
mine  the  appropriate  cost  per  visit 
rate  for  all  medicaid  services. 

42  CFR  Chapter  IV  is  amended  as 
set  forth  below: 

PART  405— FEDERAL  HEALTH  INSUR- 

ANCE  FOR  THE  AGED  AND  DIS- 

ABLED 

1.  In  §  405.2401(b),  the  definitions  of 
“nurse-midwife”  and  “specialized 
nurse-practitioner”  are  revised  to  read 
as  follows: 

§  405.2401  Scope  and  definitions. 

•  •  *  •  * 

(b)  Definitions.  *  •  • 

(10)  “Nurse-midwife”  means  a  regis¬ 
tered  professional  nurse  who  is  cur¬ 
rently  licensed  to  practice  in  the  State, 
who  meets  applicable  State  require¬ 
ments  governing  nurse  midwives,  and 
who  meets  one  of  the  following  condi¬ 
tions: 

(i)  Is  currently  certified  as  a  nurse 
midwife  by  the  American  College  of 
Nurse  Midwives;  or 
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(ii)  Has  satisfactorily  completed  a 
formal  educational  program  (of  at 
least  one  academic  year)  that: 

(A)  Prepares  registered  nurses  to 
furnish  gynecological  and  obstetrical 
care  to  women  during  pregnancy,  de¬ 
livery.  and  the  post  partal  period,  and 
care  to  normal  newborns; 

(B)  Upon  completion  qualifies  the 
nurse  to  take  the  certification  exami¬ 
nation  offered  by  the  American  Col¬ 
lege  of  Nurse  Midwives; 

(C)  Includes  at  least  4  months  (in 
the  aggregate)  of  classroom  instruc¬ 
tion  and  a  component  of  supervised 
clinical  practice;  and 

(D)  Awards  a  degree,  diploma,  or  cer¬ 
tificate  to  persons  who  successfully 
complete  the  program;  or 

(iii)  Has  successfully  completed  a 
formal  educational  program  (for  pre¬ 
paring  registered  nurses  to  furnish  gy¬ 
necological  and  obstetrical  care  to 
women  during  pregnancy,  delivery, 
and  the  post  partal  period,  and  care  to 
normal  newborns)  that  does  not  meet 
the  requirements  of  paragraph 
(b)(10)(ii)  of  this  section,  and  has  been 
practicing  as  a  nurse  midwife  for  a 
total  of  12  months  during  the  18- 
month  period  immediately  preceding 
the  effective  date  of  the  regulations 
governing  certification  of  rural  health 
clinics  (February  8, 1978). 

•  •  *  •  • 

(17)  “Specialized  nurse-practitioner" 
means  a  registered  professional  nurse 
who  is  currently  licensed  to  practice  in 
the  State,  who  meets  the  State’s  re¬ 
quirements  governing  the  qualifica¬ 
tions  of  nurse  practitioners,  and  who 
meets  one  of  the  following  conditions: 

(i)  Is  currently  certified  as  a  nurse 
practitioner  by  the  American  Nurses’ 
Association  to  perform  specialized  pri¬ 
mary  health  care  services;  or 

(ii)  Has  satisfactorily  completed  a 
formal  educational  program  (of  at 
least  one  academic  year)  that: 

(A)  Prepares  registered  nurses  to 
perform  an  expanded  role  in  the  deliv¬ 
ery  of  specialized  primary  health  care 
services; 

(B)  Includes  at  least  4  months  (in 
the  aggregate)  of  classroom  instruc¬ 
tion  and  a  component  of  supervised 
clinical  practice;  and 

(C)  Awards  a  degree,  diploma,  or  cer¬ 
tificate  to  persons  who  successfully 
complete  the  program;  or 

(iii)  Has  successfully  completed  a 
formal  educational  program  (for  pre¬ 
paring  registered  nurses  to  perform  an 
expanded  role  in  a  delivery  of  special¬ 
ized  primary  health  care  services)  that 
does  not  meet  the  requirements  of 
paragraph  (17)(ii)  of  this  section,  and 
has  been  performing  an  expanded  role 
in  the  delivery  of  specialized  primary 
health  care  services  for  a  total  of  12 
months  during  the  18-month  period 
immediately  preceding  the  effective 
date  of  the  regulations  governing  cer- 
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tification  of  rural  health  clinics  (Feb¬ 
ruary  8, 1978). 

•  •  •  •  • 


PART  449— SERVICES  AND  PAYMENT 

IN  MEDICAL  ASSISTANCE  PRO¬ 
GRAMS 

2.  §  449.10(b)  is  amended  by  inserting 
“(i)’’  after  “(2)’’  and  by  adding  two 
new  paragraphs  (b)(2)(ii)  and 
(b)(2)(iii),  to  read  as  follows: 

§449.10  Amount,  duration,  and  scope  of 
medical  assistance. 

•  *  •  •  • 

(b)  Federal  financial  participation. 

•  •  •  •  • 

(2)(i)  Outpatient  hospital  services. 

•  *  •  «  • 

(ii)  Rural  health  clinic  services.  If 
nurse  practitioners  or  physician  assis¬ 
tants  (as  defined  in  §481.1  of  this 
chapter)  are  not  prohibited  by  State 
law  from  furnishing  primary  health 
care,  “rural  health  clinic  services"  are 
the  following  services,  when  furnished 
by  a  rural  health  clinic  that  has  been 
certified  in  accordance  with  part  481 
of  this  chapter: 

(A)  Services  furnished  by  a  physi¬ 
cian  within  the  scope  of  practice  of  his 
or  her  profession  under  State  law,  if 
the  physician  performs  the  services  in 
the  clinic  or  the  services  are  furnished 
away  from  the  clinic  and  the  physician 
has  an  agreement  with  the  clinic  pro¬ 
viding  that  he  or  she  will  be  paid  by 
the  clinic  for  such  services. 

(B)  Services  furnished  by  a  physi¬ 
cian  assistant,  nurse  practitioner, 
nurse  midwife  or  other  specialized 
nurse  practitioner  (as  defined  in 
§§405.2401  and  481.2  of  this  chapter) 
if  the  services  are  furnished  in  accord¬ 
ance  with  the  requirements  specified 
in  §  405.2414(a)  of  this  chapter. 

(C)  Services  and  supplies  that  are 
furnished  as  an  incident  to  profession¬ 
al  services  furnished  by  a  physician, 
physician  assistant,  nurse  practitioner, 
nurse  midwife,  or  specialized  nurse 
practitioner.  (See  §§405.2413  and 
405.2415  of  this  chapter  for  the  crite¬ 
ria  for  determining  whether  services 
and  supplies  are  included  under  this 
clause.) 

(D)  Part-time  or  intermittent  visit¬ 
ing  nurse  care  and  related  medical 
supplies  (other  than  drugs  and  biologi- 
cals)  if: 

(1)  The  clinic  is  located  in  an  area  in 
which  the  Secretary  has  determined 
that  there  is  a  shortage  of  home 
health  agencies  (see  §  405.2417  of  this 
chapter); 

(2)  The  services  are  furnished  by  a 
registered  nurse,  a  licensed  practical 
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nurse  or  a  licensed  vocational  nurse 
employed  by,  or  otherwise  compensat¬ 
ed  for  the  services  by.  the  clinic; 

(3)  The  services  are  furnished  to  a 
homebound  individual;  and 

(4)  The  services  are  furnished  under 
a  written  plan  of  treatment  that  is  es¬ 
tablished  and  reviewed  at  least  every 
60  days  by  a  supervising  physician  of 
the  clinic  or  that  is  established  by  a 
physician,  physician  assistant,  nurse 
practitioner,  nurse  midwife  or  special¬ 
ized  muse  practitioner  and  reviewed 
and  approved  at  least  every  60  days  by 
a  supervising  physician  of  the  clinic. 

For  purposes  of  visiting  nurse  care,  a 
“homebound  individual”  means  an  in¬ 
dividual  who  is  permanently  or  tempo¬ 
rarily  confined  to  his  or  her  place  of 
residence  because  of  a  medical  or 
health  condition.  The  individual  may 
be  considered  home  bound  if  he  or  she 
leaves  the  place  of  residence  infre¬ 
quently.  For  this  purpose,  “place  of 
residence"  does  not  include  a  hospital 
or  a  skilled  nursing  facility. 

(iii)  Other  ambulatory  services  fur¬ 
nished  by  a  rural  health  clinic.  If  the 
State  plan  covers  rural  health  clinic 
services,  any  ambulatory  service  other 
than  rural  health  clinic  services,  as  de¬ 
fined  in  paragraph  (b)(2)(ii)  of  this 
section,  that  is  otherwise  included  in 
the  plan  and  meets  specific  State  plan 
requirements  for  the  furnishing  of 
that  service.  Other  ambulatory  ser¬ 
vices  furnished  by  a  rural  health  clinic 
are  not  subject  to  the  physician  super¬ 
vision  requirements  specified  in 
§  481.8(b)  of  this  chapter,  unless  re¬ 
quired  by  State  law  or  the  State  plan. 

•  •  •  •  • 


PART  450— ADMINISTRATION  OF 

MEDICAL  ASSISTANCE  PROGRAMS 

3.  §  4S0.30(a)  is  amended  by  adding  a 
new  paragraph  (a)(10)  to  read  as  fol¬ 
lows: 

§  450.30  Reasonable  charges. 

(a)  State  plan  requirements.  A  State 
plan  for  medical  assistance  under  title 
XIX  of  the  Social  Security  Act  must: 

•  •  *  *  * 

(10)  Services  furnished  by  a  rural 
health  clinic.  Effective  July  1,  1978, 
provide  for  payment  of  rural  health 
clinic  services.  as  defined  in 
§449.10(bK2Kii)  of  this  chapter,  and 
of  any  other  ambulatory  services  fur¬ 
nished  by  a  rural  health  clinic  that  are 
covered  by  the  State  plan. 

(i)  For  “provider  clinics”,  the  plan 
must  provide  for  payment  on  the  basis 
of  the  principles  specified  in  the  medi¬ 
care  regulations  in  part  405,  subpart 
D,  of  this  chapter.  A  “provider  clinic” 
is  a  clinic  that  is  an  integral  part  of  an 
institutional  provider  (hospital,  skilled 
nursing  facility,  or  home  health 
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agency)  that  is  participating  in  medi¬ 
care  and  is  operated  under  common  li¬ 
censure.  governance  and  professional 
supervision  with  other  departments  of 
the  institution. 

(ii)  For  any  clinic  that  is  not  a  “pro¬ 
vider  clinic”,  and  does  not  furnish  any 
ambulatory  services  other  than  rural 
health  clinic  services,  the  plan  must 
provide  for  payment  at  the  reasonable 
cost  rate  per  visit  established  for  the 
clinic  by  the  medicare  carrier  in  ac¬ 
cordance  with  §§  405.2426  through 
405.2429  of  this  chapter. 

(iii)  For  any  clinic  that  is  not  a  “pro¬ 
vider  clinic”,  and  does  offer  any  ambu¬ 
latory  services  other  than  rural  health 
clinic  services,  the  plan  must  provide 
for  payment  of  those  other  ambula¬ 
tory  services  by  one  of  the  following 
methods: 

(A)  Payment  for  all  services  offered 
by  the  clinic  at  a  single  cost-reim¬ 
bursement  rate  per  clinic  visit,  estab¬ 
lished  by  the  medicare  carrier,  that  in¬ 
cludes  the  cost  of  all  services  fur¬ 
nished  by  the  clinic. 

(B)  Payment  for  each  ambulatory 
service,  other  than  rural  health  clinic 
services,  at  rates  or  charges  estab¬ 
lished  by  the  State,  subject  to  the 
upper  limits  specified  in  paragraph  (b) 
of  this  section.  Under  this  option, 
rural  health  Clinic  services  must  be 
paid  at  the  medicare  reimbursement 
rate  per  visit,  as  specified  in  §  405.2426 
of  this  chapter. 

(C)  Payment  for  dental  services  on 

the  basis  of  a  cost  rate  per  clinic  visit, 
calculated  by  the  medicare  carrier  on 
the  basis  of  the  clinic’s  reasonable 
costs  for  dental  services.  If  the  State 
agency  elects  this  option  for  dental 
services,  the  State  plan  must  provide 
for  payment  of  all  other  services  in  ac¬ 
cordance  with  paragraph 

(a)(10)(iii)(A)  or  (a)(10)(iii)(B)  of  this 
section. 

(iv)  Payments  made  according  to  a 
cost  reimbursement  rate  per  visit  will 
be  subject  to  reconciliation  after  the 
close  of  the  reporting  period,  in  ac¬ 
cordance  with  §  405.2427  of  this  chap¬ 
ter. 

(V)  Payments  made  at  cost  reim¬ 
bursement  rates  are  subject  to  any 
screening  guidelines  or  tests  of  reason¬ 
ableness  established  by  the  Blealth 
Care  Financing  Administration. 

(vi>  For  purposes  of  paragraph 
(aK10)(iii)(A)  of  this  section,  “visit” 
means  a  face-to-face  encoimter  be¬ 
tween  a  clinic  patient  and  any  health 
professional  whose  services  are  reim¬ 
bursed  under  the  State  plan.  Encoun¬ 
ters  with  more  than  one  health  profes¬ 
sional,  and  multiple  encounters  with 
the  same  health  professional,  that 
take  place  on  the  same  day  and  at  a 
single  location  constitute  a  single  visit, 
except  for  cases  in  which  the  patient, 
subsequent  to  the  first  encounter,  suf¬ 
fers  illness  or  injury  requiring  addi¬ 
tional  diagnosis  or  treatment. 
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PART  481— CERTIFICATION  OF 
CERTAIN  HEALTH  FACILITIES 

4.  Part  481  is  amended  by  revising 
sections  481.2  (b)  and  (d),  481.8(a), 
481.9  (a)  and  (c),  and  481.10  (a)  and  (c) 
to  read  as  follows: 

§  481.2  Definitions. 

As  used  in  this  subpart,  unless  the 
context  indicates  otherwise: 

(a)  "Direct  services”  means  services 
provided  by  the  clinic’s  staff. 

(b)  "Nurse  prax:titioner”  means  a 
registered  professional  nurse  who  is 
currently  licensed  to  practice  in  the 
State,  who  meets  the  State’s  require¬ 
ments  governing  the  qualifications  of 
nurse  practitioners,  and  who  meets 
one  of  the  following  conditions: 

(1)  Is  currently  certified  as  a  prima¬ 
ry  care  nurse  practitioner  by  the 
American  Nimses’  Association  or  by 
the  National  Board  of  Pediatric  Nurse 
Practitioners  and  Associates;  or 

(2)  Has  satisfactorily  completed  a 
formal  1  academic  year  educational 
program  that: 

(1)  Prepares  registered  nurses  to  per¬ 
form  an  expanded  role  in  the  delivery 
of  primary  care; 

(ii)  Includes  at  least  4  months  (in 
the  aggregate)  of  classroom  instruc¬ 
tion  and  a  component  of  supervised 
clinical  practice;  and 

(iii)  Awards  a  degree,  diploma,  or 
certificate  to  persons  who  successfully 
complete  the  program;  or 

(3)  Has  successfully  completed  a 
formal  educational  program  (for  pre¬ 
paring  registerd  nurses  to  perform  an 
expanded  role  in  the  delivery  of  pri¬ 
mary  care)  that  does  not  meet  the  re¬ 
quirements  of  paragraph  (b)(2)  of  this 
section,  and  has  been  performing  an 
expanded  role  in  the  delivery  of  pri¬ 
mary  care  for  a  total  of  12  months 
during  the  18-month  period  immedi¬ 
ately  preceding  the  effective  date  of 
this  subpart. 

(c)  "Physician”  means  a  doctor  of 
medicine  or  osteopathy  legally  author¬ 
ized  to  practice  medicine  or  surgery  in 
the  State. 

(d)  "Physician  assistant”  means  a 
person  who  meets  the  applicable  State 
requirements  governing  the  qualifica¬ 
tions  for  assistants  to  prin^ary  care 
physicians,  and  who  meets  at  least  one 
of  the  following  conditions:  (1)  Is  cur¬ 
rently  certified  by  the  National  Com¬ 
mission  on  Certification  of  Physician 
Assistants  to  assist  primary  care  physi¬ 
cians;  or 

(2)  Has  satisfactorily  completed  a 
program  for  preparing  physician’s  as¬ 
sistants  that: 

(i)  Was  at  least  1  academic  year  in 
length; 

(ii)  Consisted  of  supervised  clinical 
practice  and  at  least  4  months  (in  the 
aggregate)  of  classroom  instruction  di¬ 
rected  toward  preparing  students  to 
deliver  health  care;  and 


(iii)  Was  accredited  by  the  American 
Medical  Association’s  Committee  on 
Allied  Health  Education  and  Accredi¬ 
tation;  or 

(3)  Has  satisfactorily  completed  a 
formal  educational  program  (for  pre¬ 
paring  physician  assistants)  that  does 
not  meet  the  requirements  of  para¬ 
graph  (d)(2)  of  this  section  and  has 
been  assisting  primary  care  physicians 
for  a  total  of  12  months  during  the  18- 
month  period  immediately  preceding 
the  effective  date  of  this  subpart. 

•  •  *  •  * 

§  481.8  Staffing  and  staff  responsibilities. 

(а)  staffing.  (1)  The  clinic  has  a 
health  care  staff  that  includes  one  or 
more  physicians  and  one  or  more  phy¬ 
sician’s  assistants  or  nurse  practition¬ 
ers. 

(2)  The  physician  member  of  the 
staff  'may  be  the  owner  of  the  clinic, 
an  employee  of  the  clinic,  or  tmder 
agreement  with  the  clinic  to  carry  out 
the  responsibilities  required  under  this 
section. 

(3)  The  physician’s  assistant  or 
nurse  practitioner  member  of  the  staff 
may  be  the  owner  of  the  clinic  or  an 
employee  of  the  clinic. 

(4)  The  staff  may  also  include  ancil¬ 
lary  personnel  who  are  supervised  by 
the  professional  staff. 

(5)  The  staff  is  sufficient  to  provide 
the  services  essential  to  the  operation 
of  the  clinic. 

(б)  A  physician,  nurse  practitioner, 
or  physician  assistant  is  available  to 
furnish  patient  care  services  at  all 
times  the  clinic  operates.  A  nurse  prac¬ 
titioner  or  a  physician  assistant  is 
available  to  furnish  patient  care  ser¬ 
vices  at  least  60  percent  of  the  time 
the  clinic  operates. 

*  •  •  •  * 

§  481.9  Provision  of  services. 

(a)  Basic  requirements.  (1)  All  ser¬ 
vices  offered  by  the  clinic  are  fur¬ 
nished  in  accordance  with  applicable 
Federal,  State,  and  local  laws;  and  (2) 
the  clinic  is  primarily  engaged  in  pro¬ 
viding  outpatient  health  services  and 
meets  all  other  conditions  of  this  sub¬ 
part. 

(b)  Patient  care  policies.  (1)  The 
clinic’s  health  care  services  are  fur¬ 
nished  in  accordance  with  appropriate 
written  policies  which  are  consistent 
with  applicable  State  law. 

(2)  The  policies  are  developed  with 
the  advice  of  a  group  of  professional 
personnel  that  includes  one  or  more 
physicians  and  one  or  more  physician 
assistants  or  nurse  practitioners.  At 
least  one  member  is  not  a  member  of 
the  clinic  staff. 

(3)  The  policies  include: 

(i)  A  description  of  the  services  the 
clinic  furnishes  directly  and  those  fur- 
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nished  through  agreement  or  arrange¬ 
ment. 

(ii)  Guidelines  for  the  medical  man¬ 
agement  of  health  problems  which  in¬ 
clude  the  conditions  requiring  medical 
consultation  and/or  patient  referral, 
the  maintenance  of  health  care  rec¬ 
ords,  and  procedures  for  the  periodic 
review  and  evaluation  of  the  services 
furnished  by  the  clinic. 

(iii)  Rules  for  the  storage,  handling, 
and  administration  of  drugs  and  biolo- 
gicals. 

(4)  These  policies  are  reviewed  at 
least  annually  by  the  group  of  profes¬ 
sional  personnel  required  imder  para¬ 
graph  (b)(2)  of  this  section,  and  re¬ 
viewed  as  necessary  by  the  clinic. 

(c)  Direct  services.— il)  General  The 
clinic  staff  furnishes  those  diagnostic 
and  therapeutic  services  and  supplies 
that  are  commonly  furnished  in  a  phy¬ 
sician’s  office  or  at  the  entry  point 
into  the  health  care  delivery  system. 
These  include  medical  history,  physi¬ 
cal  examination,  assessment  of  health 
status,  and  treatment  for  a  variety  of 
medical  conditions. 

(2)  Laboratory.  The  clinic  provides 
basic  laboratory  services  essential  to 
the  immediate  diagnosis  and  treat¬ 
ment  of  the  patient,  including: 

(i)  Chemical  examinations  of  urine 
by  stick  or  tablet  methods  or  both  (in¬ 
cluding  urine  ketones); 

(ii)  Microscopic  examinations  of 
urine  sediment; 

(iii)  Hemoglobin  or  hematacrit; 
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(iv)  Blood  sugar; 

(V)  Gram  stain; 

(vi)  Examination  of  stool  specimens 
for  occult  blood; 

(vii)  Pregnancy  tests; 

(viii)  Primary  culturing  for  transmit¬ 
tal  to  a  certified  laboratory;  and 
(ix)  Test  for  pinworm. 


«  *  *  •  • 


§  481.10  Patient  health  records. 

(a)  Records  system.  (1)  The  clinic 
maintains  a  clinical  record  system  in 
accordance  with  written  policies  and 
procedures. 

(2)  A  designated  member  of  the  pro¬ 
fessional  staff  is  responsible  for  main¬ 
taining  the  records  and  for  insuring 
that  they  are  completely  and  accurate¬ 
ly  documented,  readily  accessible,  and 
systematically  organized. 

(3)  For  each  patient  receiving  health 
care  services,  the  clinic  maintains  a 
record  that  includes,  as  applicable: 

(i)  Identification  and  social  data,  evi¬ 
dence  of  consent  forms,  pertinent 
medical  history,  assessment  of  the 
health  status  and  health  care  needs  of 
the  patient,  and  a  brief  summary  of 
the  episode,  disposition,  and  instruc¬ 
tions  to  the  patient; 

(ii)  Reports  of  physical  examina¬ 
tions,  diagnostic  and  laboratory  test 
results,  and  consultative  findings; 

(iii)  All  physician’s  orders,  reports  of 
treatment  and  medications,  and  other 
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pertinent  information  necessary  to 
monitor  the  patient’s  progress; 

(iv)  Signatures  of  the  physician  or 
other  health  care  professional. 

■  (b)  Protection  of  record  information. 
(1)  The  clinic  maintains  the  confiden¬ 
tiality  of  record  information  and  pro¬ 
vides  safeguards  against  loss,  destruc¬ 
tion.  or  unauthorized  use. 

(2)  Written  policies  and  procedures 
govern  the  use  and  removal  of  records 
from  the  clinic  and  the  conditions  for 
release  of  information. 

(3)  The  patient’s  written  consent  is 
required  for  release  of  information  not 
authorized  by  law. 

(c)  Retention  of  records.  The  records 
are  retained  for  at  least  6  years  from 
date  of  last  entry,  and  longer  if  re¬ 
quired  by  State  statute. 

(Section  1102,  1833  and  1902(a)(13),  Social 
Security  Act:  49  Stat.  647,  91  Stat.  1485  (42 
U.S.C.  1302, 13951  and  1396a  (a)(13).) 

(Catalog  of  Federal  Domestic  Assistance 
Program  No.  13.714,  Medical  Assistance  Pro¬ 
gram;  13.774,  Medicare-Supplementary 
Medical  Insurance.) 

Dated:  June  26, 1978. 

Robert  A.  Derzon, 
Administrator,  Health 
Care  Financing  Administration. 

Approved:  July  8, 1978. 

Joseph  A.  Califano,  Jr., 

Secretary. 

[FR  Doc.  78-19467  Filed  7-13-78;  8:45  am] 
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